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Hupextop no kauectsy: Ten/ac (347) 272-35-34, e-mail<lpstromko@pharmstd ru=>

Hauanbink OKK: ten/thaxc (347) 272-46-14, e-mail<nnmullayanova@pharmstd.ru>

HaumeHoBaHue npenaparta no HA

Homep cepuun

041021

Aata npouseoacrea 11.10.2021

AHaNW3bI/MCNbITaHWA NPOBEAEHBI B COOTBETCTBMM € HJ,

lopen po 09.2024

O COI-BIT-OKK-685 A2

Crp. 1 u33
Macnopt Ne 040000277768
Maban, pacTBop ANA BHYTPUBEHHOTO W BHYTPUMbILLEYHOTO BBeaeHKa 100 mkr/mn
Konuuectso npogykuum 8 cepuu (T.ynax) 3,182

NN 001424 - 130117, U3m. N21,2,3,4

L-METMOHMH

Nata HaumeHoBaHue TpeGoeanua HA Pe3ynbtathl aHanM308/ucnbITaHu i
aHanusa nokasarenei
27.10.2021 Onucanne Npo3pauHblid GecuBeTHbIA pacTeop CootBetcrayer
Npo3payrbiii becuBeTHbIW pacTBop
28.10.2021 NoanUHHOCTL! Ha xpomatorpamme cmecu npenapara Moarsepwazerca
KapbetouuH CTaHAapTHOro pacTBOpa A0NMeEH HabnoaaTeCcA
TOABKO OAMH OCHOBHOW MWK, BREMA YAEPKMBAHUA
HOTOPOrO A0NKHO COOTBETCTBOBATH BpEMEHM
YOEPKMBAHWA OCHOBHOIO N1Ka Ha
Xpamatorpamme CTaHAapTHOro pacTeopa
28.10.2021 NogAMHHOCTE: Bpemn yaoepHuBaHMA OCHOBHOrO NUKa Ha MNoateep»paercsa
L-MeTHOHWH XPOMATOrpamme MCMbiTYEMOro PACTBOPA A0/KHO
COOTBETCTBOBATL BPEMEHH YAEPHMBAHMUA
OCHOBHOrO NMKa Ha Xxpomarorpamme
CTaHAAPTHOrO pacTBopa L-MeTMoHUHa.
27.10.2021 Mpo3payHocTs AonweH BbiTb NPo3payHbIM Mpo3payeH
27.10.2021 UpseTHocTe AonweH 6biTb BecuseTHbIM BecupeteH
27.10.2021 pH 015,1005,8 5,4
28.10.2021 MexaHuyeckue JONMHbI OTCYTCTBOBATh OrcytereytoT
BK/NHOYEHWA: BUOHMbIE
26.10.2021 Mexanudeckue CpeaHee 4ucno vactuy He 6onee 6000/dnakoH 61
BKNKOYEHWA: HEBUOUMbBIE
4acTUUbl pasmep 10 MKm
v 6onee
26.10.2021 MexaHnueckne CpegHee uucno YacTuy He Gonee 600/dnakoH 0
BRNIOYEHWA: HEBMAMMbIE
4acTUUbl pasmep 25 MKM
v Bonee
28.10.2021 MNocTopoHHMe npumeck KapbeToumHa cynbdokena | — He Gonee 0,5 % meHee 0,05 %
Kap6eTouuHa cynodoreug, Il - He Gonee 0,5 % menee 0,05 %
[D-Asn5] kap6etoumH — He Gonee 0,6 % He obHapyeHo
[Gly9-OH] kap6etoumH — He 6onee 1,2 % meHee 0,05 %
[Asp5] kapBeTouwH — He Honee 0,5 % menee 0,05 %
[BAspS] kap6eTouwH — He Bonee 0,6 % He 06Hapy#eHo
[Glu4] kap6eToumH — He Bonee 1,2 % meHee 0,05 %
EAMHUYHEA HEMOBHTUDMUMPOBAHHAA NPUMECE — He He obHapymeHo
6onee 0,5 %
Cymma npumeceit — He Gonee 4,0 % menee 0,05 %
27.10.2021 M3gnekaemblit 06bem He meHee 1,0 mn/dnakoH 1,0 mn
27.10.2021 BakTepuansHele He 6onee 200 E3/mn meHee 5 E3/mn
IHAOTOKCKHbI
27.10.2021 CrepunbHOCTL lpenapar aonmeH BbiTh CTEPUABH bIM CTepUNbHbIN
28.10.2021 KonuuyectseHHoe 07190 go 105 mKr/mn 94 mKr/mn
onpegenexue:
KapbetoumuH
28.10.2021 KonuyecteeHsoe 010,8 8o 1,1 mr/mn 1,0 mr/mn
onpepeneHue:
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Macnopt Ne 040000277768

MaBan, pacTBop ANA BHYTPUBEHHOMO U
BHYTPUMbILIEYHOrC 8BeaeHna 100 mrr/ma
Cepua: 041021

28.10.2021 Ynakoska Mo 1 mn pacTsopa Bo GpaxoHbl GecuseTHoro CootBetcTByeT
CTeKna TMna |, ykynopexHoie 6poMBYTUNOBOM Mo 1 mn pacTBoOpa BO (/1aKkoHbI
NPoGKOW, 0GKaTaHHbIE aNOMUHWEBBIM KONNAYKoM BecupeTHOro ctekna Tna |,
C33LWMTHOM NNaCTMKOBOM KPLIWKOW (KOHTPONEM YKynopeHHbie 6pombyTnosoil npobkoii,
NepBoro BCKPbITHA). 06KaTaHHbIE 3/IIOMUHMEBBIM KONNAYKOM
Mo 5 dnakoHoB B A4EKOBOM yNnakoBKke BMecTe ¢ C 33WMNTHOW NAACTMKOBOM KPbIWKON
MHCTPYKLUMENA NO MEAMLIMHCKOMY MPUMEHEHMIO B (KOHTPONEM NEePBOro BCKPbLITUA).
NayKe KAPTOHHOM. No 5 $nakoHoB B AYENKOBOM ynakosxe
Ha nayky KapToHHYIO BO3MOMKHO HaHeceHue BMECTe C MHCTPYKUMEeHR no
CTWKEPOB ANA KOHTPO/A NEPBOr0 BCKPbITUA, MEAMLMHCKOMY NPUMEHEHMIO B NaYKe
KaPTOHHOM,
Ha nayky KapTOHHYIO HAHRCEHbI CTUKEPBI
ANA KOHTPONA NEPBOIO BCKPbITUA.
28.10.2021 MapK1poeka Ha dnaKoHe Ha pycCKOM A3biKe YKa3bIBABTCH: CootsetcTeyeTt
TOProBoe HaumeHoBaHue npenapaTa, Ha dnaxoHe Ha pyccKom A3bike
MEMAYHApOAHOE HeNATEHTOBaHHOE YKa3aHbl: TOPrOBOE HAUMEHOBaHWe
HaWMEHOBaHHWe, KOHUEHTPaUMA (A03MpOBKa), npenapara, MexayHapoaHoe
NeKapcTBeHHaA popma, 06vem pacTeopa 8o HenateHTOBaHHOE HauMeHOBaHK1e,
bnakoHe B MmN, «CTRPUALHOY, HOMED CEePUM, AaTa KOHUEHTPaUuA (Ao3uposka),
NPOW3BOACTBA, CPOK rOAHOCTH, GapMaKoabl. nekapcTeeHHas popma, obbvem pactaopa
Ha KapTOHHOI| NayYke Ha PyCCKOM A3bIke BO dnaroHe 8 mn, «CTepunsHo», Homep
yKa3blBAeTCA: TOProBoOe HaMMEeHOoBaHwe Cepvn, nata NpoM3BOACTEA, CPOK
npenapara; MemayHapoaHOe HenaTeHToBaHHoe rogHocTH, Gapmaxkoa,.
HauMeHOBaHue; nekapcTeeHHas Gopma; Ha KapTOHHO Nayke Ha PyccKom A3bike
KOHUEHTPaLMA (0031MPOBKA); KONMYECTBO YKa3aHbl: TOProBOe HaMMEHOBaHNe
bnakoHoB B ynakoske; obvem pactaopa 8o npenapara; MemayHapoaHoe
bnaKkoHe B MA; COCTAB Ha 1 MA (HAMMEHOBaHMUE 1 HENaTeHTOBAHHOE HAaUMEHOBAHKE;
KONWYECTBO AeNCTBYHIOLLErO BEWECTBa, NepeyeHs NeKapcTBeHHan GOPMa; KOHUEHTPAUWA
BCNOMOTaTe/IbHbIX BEWECTB); cnocob NnpuMeHeHua (no31poBKa); KonM4ecTso GnakoHoB B
(«BHYTPMBEHHO.», «BHYTPUMBbILWIEYHO,»); ynakoske; 06bem pacTeopa BO GpnakoHe
«CTEPMNBHO.»; «XpaHWTb B HEAOCTYNHOM ANA B MN; COCTaB Ha 1 M/ (HaMMeHOBaHWe W
Aeten mecte.»; «MOKa3aHMA U PeXUM KONMYECTBO AeHCTBYIOWEero BelecTsa,
AO3UPOBAHMUAL CM. MHCTPYKUMIO.»; «HEe NPUMEHATL nepeyeHb BCNOMOraTeibHbiX BELLECTB),
N0 UCTEYEHWUKU CPOKA FOAHOCTU.»; YCNOBUA cnocob nprmeHeHns («BHYTpUBEHHO. »,
XpaHeH WA, yCnoBKua OTNyCKa; «MpoM3soautens:» «BHYTPMMBIWeEYHO. »); « CTEPUNIBHO. »;
HaUMEHOBaHWe NPoOU3BOAKTENA M aapec (MHAeKE, «XpPaHWTL B HEAOCTYNHOM ANA AeTeid
CTpaHa, ropoa); norotTun Komnaumu FERRING mecTe.»; «[ToKa3aH1A U pexmum
PHARMACEUTICALS; Homep PY; uHGOpMauUmMa Ha O03WPOBAHWA: CM. MHCTPYKUKIO. »; «He
NatnHuue o npasoobnafatene TOProBoi Mapku u NPUMEHATL NO UCTEYEHWUM CPOKA
norotvna komnaHvuK «Pabal, FERRING and the rOAHOCTW.», YCNOBWMA XPaHEHWA; YCNOBUA
FERRING Logo are trade marks of Ferring B.V. © oTnycka; «Mpou3BoauTENb: »
2012 Ferring B.V.»; HOmep cepuu, Aata HanMMEHOBaHWE NPOU3IBOAMTENA U aApec
NPOM3BOACTBA, COOK rOAHOCTH; WTPHUX-KOA; (MHAeKe, cTpaHa, ropoa); norotun
dapmaroabl. komnaHuw FERRING PHARMACEUTICALS;
LOoNoNHWTENBHO MOMET BbiTh HaHECeHD: Homep PY; MHDOpPMaUWA Ha NaTuHMLUE O
33BOACKME TEXHONOMMYECKME KOAbI, BHYTPEHHMWE npasoobnanatene TOProBoR MapKu 1
33BOACKWE WTPWUX-KOObI M CPeACTBa NorotMna KomnaHuu «Pabal, FERRING
vaeHTUMKAUMK ANA CUCTEMBI MOHWTOPUHTA and the FERRING Logo are trade marks
ABUWMEHWA NEKAPCTBEHHOrO Npenaparta aAng of Ferring B.V. © 2012 Ferring B.V.»;
MEAWLMHCKOTO NPUMEHEHMA, HOMEp Cepuu, AaTa NPOM3BOACTBA, CPOK
rogHoCTH; WTpKX-ko4; Gapmakon,.
JononHnTenbHO HaHeCeHsl CpeacTsa
MOBHTUOUKAL MM ONA CUCTEMbI
MOHUTOPUHIA ABUMEHUA
NleKapcTBEHHOrO Npenapata Ans
MEAUUMHCKOTO NPUMEHBHMA.
28.10.2021 XpaHeHue Mpwn Temnepatype He sbiwe 30°C. He CooTseTcrayer
3amMopamunBaTb. PNAKCHbI C NPenapaTom XpaHuTs
B KADTOHHOW Nauke AN 3aWMThI OT CBETa.
28.10.2021 Cpox rogHocTH 3ropa CooTeercTeyer

foaeH 00 30.09.2024
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Naban, pacTeop ANA BHYTPMBEHKOM W
BHYTPUMbIWeYHOro sBeaeHuA 100 mKr/mn
Cepwna: 041021

3aknoyenne OKK: NlekapcteeHHelit npenapart Ma6an, pacreop Ana BHYTPWBEHHOrO M BHYTPMMbILWEYHOro 8eeaeHua 100 mKr/mn cepum
041021 cootsetctayer /1M 001424 - 130117, Uam. Ne1,2,3,4

Bropoit 3amecTuTens

HavyanbHWKa oTaena

KOHTPONA KaJyecTBa:

MNoAnMHHWUK 3NEKTPOHHOIO AOKYMEHTa,
NOANUCAHHOTO 3NEKTPOHHON NOANKCHIO, XPAHMTCA B
cucteme JIMMC PapmcTaHaapt

CepTudmraT: 02a5¢541007dac4fbedecaf8bb2f6d4219

Komy BblaaH: Kosanbuyk TaTbAHa AnekceesHa

kﬂ.eﬁcrsmreneu: ©24.11.2020 no 24.11.2021 )

aTa BblAaqv 3akN04eHNWA 0 KayecTee 28.10.2021



